Background
A risk-based approach to monitoring clinical trials aims to detect non-compliance with the protocol or regulatory requirements that may compromise the participants' well-being or the trial's ability to produce reliable results.
Method
We describe a pragmatic framework for investigating and evaluating suspicions of poor performance/practice and the steps to be taken if findings suggest fraudulent activity.
Prior to site audit:
• Check reliability of information that prompted concerns • Prepare dossier of site information, detailing suspect data points • Arrange visit promptly (but without indicating concerns)
During audit:
• 
Conclusion
Cases of serious misconduct or fraud do occur. Taking a systematic approach to an investigation ensures appropriate action is taken to preserve study intergrity.
